REVIEWER NAME: Elisabeth Faxelid
For qualitative studies, are scientifically sound methods of data collection analyses described, aiming for robustness and trustworthiness. Yes RESEARCH STANDARDS: Do you see any ethical challenges in the project description? The populations included are vulnerable and stigmatized but the authors have taken this aspect into account in their study description. Are gender, human rights and socio-economic equity perspectives adequately taken into account? Not discussed. Is research capacity strengthening addressed accurately? Not discussed.
Gender equity aspects in relation to: a) Study participants: the study has been designed to ensure an analogous participation of men and women across the various sub-populations considered in this study: Men and women from the general population; MSM, transwomen, male and female sex workers, people living with HIV. b) Research questions: the project aims to improve HIV and SRH in a framework of integration which follows principles of human rights and gender equity.
c) The designated research team: our research team is gender balanced.
Community participation
The research projects, from its inception includes the different study communities. It will engage with clients in focus group discussions and perform key informant interviews with key stakeholders from each study community in the formative phase of the project, so that the intervention is adapted to the local context.
Research capacity strengthening
Besides strengthening the country team's research capacity in qualitative methods and brief intervention training, the project will involve health professionals from the study sites in a variety of qualitative research methods such as focus group discussion, in depth interviews, theatre testing and cognitive interviews, enabling high quality formative research for future projects and qualitative research, as well as refresh quantitative research methods, as part of the institution's effort to develop research capacity in the public sector.
CV, TIMELINE AND BUDGET: Do the CVs of the investigators match project needs?
Yes Is the project timetable comprehensive and realistic, Need a few more months -see comments above are the proposed costs feasible and relevant to the scope of the study? Need budget for a few more monthssee my comments above. Well justified? Yes OVERALL ASSESSMENT AND FEASIBILITY: Please comment on the overall quality of this project. 1. The protocol I have received seems not to be the final one since the track change mood is still on in some parts of the protocol. Also in some parts it seems the text is just cut and pasted from the generic protocol and not totally related to the actual study. One example on page 27 is "During Phase I, approximately 45 IDIs with providers will be conducted in each country by members of the in-country study team. IDIs will be stratified by study site and provider type, with a total of 15 IDIs for each study site (see Table 1 )." This information is not available in table 1 but I think it should be. Further, in the heading of table 1, 2, 3, 4 and 5 you should write that the numbers are for your study in Peru and not "in any country". The referral to table 3 on page 30 should actually be to table 4.  The track changes were there to show how the site-specific protocol differed from the core protocol (that already has RP2 and ERC approval). Thank you for these suggestions, amendments have been made.
The context of the brief intervention presented in fig 1:
The time allocated to each step in the counselling session seems very detailed. All clients might not need same number of minutes for each "theme". Counselling is a process where the counsellor does not tell the client what to do but more of a discussion as you point out in the introduction to the study. I doubt that the counsellor can follow this detailed plan fully. What about individual needs? What will happen if a client need more "minutes" and e.g. ask questions? Although this is a feasibility study that will show possible shortcomings of the intervention, I strongly suggest that you think through how realistic this detailed time plan is and plan for how to support individual needs recognized during the counselling session. I also wonder if you will be able to reach your goal in only one session? If needed, can you add counselling during the two follow-up surveys?  We agree with this point -the times are averages based on our previous experiences with brief interventions. We acknowledge that clients will progress through the intervention at different rates and will experience each stage of the intervention differently.  The intervention is client led -if the client requires more time on one stage/ one set of questions, then this will be allowed: the counsellor will not force them on to the next set of questions. The outline is a FRAME for the counselor to follow -with training the counselors will be able to move the clients through the session, while being led by the needs of the client.  The detailed time plan is for training and counsellors will be trained to allow this to vary when implementing 3. During your previous assessment phase, you found that people had large and diverse needs not taken care of. Have you used this information and tailored your counselling intervention in relation to those needs? What about those whose needs differ from your detailed counselling intervention? Will they be referred somewhere else?  Yes, the intervention outline is a framework -the CONTENT of the questions and discussions to be had will vary by the needs of the client. This will be covered in the training, which includes detailed role playing across a range of client types and needs. The general intervention framework will be adapted to the needs of our specific local subpopulations.
4. The description of the study populations is not totally clear. Why are only women with unintended pregnancy included in the group "people living with HIV" on page 15? Later on in the protocol e.g. in phase II client cognitive interviews it seems "people living with HIV" are not included but "people seeking care for STIs". Please clarify and use same wording everywhere in the protocol when you describe the different study populations. Why is no text presented under 2.3.6 and 2.3.7?  Thank you for these comments. During the adaptation, some inconsistencies got into the protocol. It has now been corrected everywhere.
5. According to the protocol, the 3-months follow-up surveys in phase IV after the intervention, which is stated to be a pilot study, will measure e.g. feasibility and sexual health outcomes. The samples of different client categories are decided from a qualitative perspective and you also state that you will not be able to detect powered changes in sexual outcome. Thus, I don´t see the relevance of including "sexual outcome" such as reduction of risky sexual behavior as an outcome. It might just be wasting time and money if you can´t draw conclusions. Why do you want to measure if feasibility changes over a 6-months period? Is that likely to happen? Do you emphasize any problems finding the same clients after 6 months?  We don't expect to see statistical differences in our sexual health outcomes, but we need to measure these so that we know how to power the efficacy trial that is to follow. The primary outcomes are feasibility, the secondary outcomes are sexual health. The idea is not to draw final conclusions but to obtain an estimation of effects, if possible.
 It is often not a problem to achieve changes in short periods of time -what is more challenging is to achieve intervention effects that are sustained. For that we need a longer intervention in a trial. Such larger, controlled trial may follow this pilot study, if appropriate.
 We have considerable experience in cohort studies, with attrition kept generally below 20%. 6. I probably have a bit different definition of trustworthiness than what you have. Credibility might be another word to describe what I meant. "How well aim, data and analysis fit together.
Relates to the quality of the research process relating to data collection and analysis. Triangulation i.e. using more than one method and having several persons analyzing data are ways to ensure credibility". "How well others can follow what has been done during the process, e.g. how well everything is documented." "Showing that the interpretation of data represents the reality of those studied. Quotes can be a way of showing this." I think you are planning to do it in this way. Just good to think about these aspects when you collect data, analyze data and write it up.  We appreciate this comment and will explore these methods during implementation.
7. I might also have a different definition of inductive and deductive codes where my understanding is that deductive codes come from the actual themes in the FGD while inductive codes are more data driven, coming from the actual data (grounded in the data). These are then more intrinsic. The same aspect relates to analysis of exit interviews on page 53.  We take deductive from our theory and inductive from the data, as is the gold standard in qualitative research.
8. On page 6 you write about Survey Domain 3: Efficacy and Autonomy. But further down in the text you write Efficacy and Integration. Please clarify.
 This should be changed to integration throughout, thank you for noticing, it has been changed now.
9. Do you foresee any bias regarding the observations of the counselling sessions? Since there will be few observations the providers will not have time to get use to the observer but probably do their best to satisfy the observer. But this might be the goal for the observation??
 We have used this technique in the past -we find that people can only change what they know to be wrong. For example, if they do not know it is wrong to use potentially derogatory terminology then they will not change it. We will report the limitation of this method when we report the results  This is a standard problem of the observation technique. It can be addressed by avoiding its use as a core evaluation technique, and, rather, emphasize its utility to assess the general approach of the provider, their basic capacity to address the topics of interest and interact with the client. Similarly, it may be very useful to identify issues in the counselling session that may be subsequently reinforced/resolved with the provider. In fact, the latter way of framing the observation will likely be more acceptable/less threatening to the provider.
10. In the Pre/Post Surveys with Clients, Survey Domain 6: Sexual Health Indicators the numbering is wrong. Further, as I mentioned earlier in point 5 I question the usefulness of this data. Sample size and sampling method do not support any conclusions here. You state that "Although this phase is not powered to detect statistically significant differences in the sexual health outcomes, this analysis will provide information on whether the intervention is associated with differences in these outcomes from baseline to three and six months' follow-up". To build future big RCTs on these rather shaky assumptions is according to my view not correct. Although it can be a way to create a hypothesis for a future full-scale intervention but that is all.  The numbering has been adapted  There is no baseline data for these populations in this context -so including sexual health outcomes in this study at least provides us with some data on which to build the hypothesis and inform the power for a larger study.
 We thus agree with the reviewer in the potential utility of this pilot: it can confirm that there may be some sexual health outcomes, and may provide an indication of the effect size that can be used for hypothesis formulation and sample size calculation in a subsequent trial. 11. Regarding project time line, I suggest that you start analysis of data for phases I and II already during data collection, don´t wait until phase III. Since it is qualitative data you might want to change some things in the design and also use data from phases I and II in phase III. Furthermore, it seems that you have not included any time for writing up your report and preparing for dissemination. I think you need at least two more months in the end of the project to finalize analysis and write up everything. Then you also need to add budget for personnel cost during a couple of more months during year 2.  The time line has been adapted, thank you for the suggestion.  We added two more months at the end of the study, to complete analysis and ensure appropriate time for report preparation, and added some budget.
